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I N RE: CELL PATHWAYS, | NC., : MASTER FI LE NO. : 99-752
SECURI TI ES LI TI GATI ON :

VEMORANDUM

Robert F. Kelly, J. JUNE 20, 2000
This securities fraud class action is a consolidation
of five related cases brought pursuant to Federal Rules of Civil
Procedure 23(a) and 23(b), on behalf of a class of persons who
pur chased common stock at allegedly artificially inflated prices
fromCell Pathways, Inc. (“CPl”) during the period from Qct ober
7, 1998 to February 2, 1999 (the “Cass Period.”) 1In their
Consol i dat ed Anended Conpl aint, filed on June 28, 1999,
Plaintiffs allege that CPI! nade fal se and mi sl eadi ng statenments
regarding the testing and status of the devel opnent of one of its
products, a drug named exisulind, in violation of Sections 10(b)
and 20(a) of the Securities Exchange Act of 1934, 15 U. S.C. 88

78j (b) and 78t(a), and Rule 10 b-5 pronul gated thereunder, 17

1 This case also includes two individual defendants, Robert
Towar ni cki, Chief Executive Oficer of CPlI, and R fat Pamucku,
Chief Scientific Oficer of CPlI. For purposes of this
Menorandum we will refer to the defendants collectively as CPI
except at such times as their individual identities are rel evant
to the issues di scussed herein.



C.F.R 8 240.10b-5. On Septenber 21, 1999, CPI filed a Mdtion to
Di smss, which this Court denied by Order dated January 27, 2000.
On February 10, 2000, CPI filed a Motion for Reconsideration of
the January 27, 2000 Order, along with an Application for Oder
Certifying I medi ate Appeal under 28 U . S.C. 8§ 1292(b), both of
whi ch were denied by Order dated March 16, 2000. CPI then filed
the instant Petition for Wit of Mandanus in the United States
Court of Appeals for the Third Crcuit (the “Third Grcuit”).

The follow ng discussion details the basis for this Court’s
refusal to dism ss the Conplaint.

| . BACKGROUND.

The relevant facts of this case, as pleaded in the
Conpl ai nt and taken as true for purposes of this Mtion, are as
follows. CPlI is a bio pharmaceutical conpany |ocated in Horsham
Pennsyl vani a, which is engaged in the business of devel oping
products to prevent and treat cancer. CPl began trading on the
NASDAQ Nati onal ©Market on Novenber 4, 1998 and continued to trade
its common stock throughout the C ass Period.

Plaintiffs assert that since the 1980's, scientists
have known that certain non-steroidal anti-inflamuatory drugs
(“NSAI Ds”) coul d cause precancerous col on polyps to regress and
could al so prevent their recurrence. However, because these
drugs result in significant gastrointestinal irritation and

kidney toxicity, their long termusefulness is |linted.



In 1991, CPI discovered a new conpound that it believed
woul d be useful in the treatnment of colonic polyps and the
prevention of colon cancer. This conpound, called exisulind, is
believed to inhibit the growh of and to trigger apoptosis, or
“programmed cell death,” in certain premalignant and mal i gnant
cells without the adverse side effects of NSAIDs. The first
clinical trials for exisulind began as a treatnent for
precancerous and cancerous lesions in patients w th adenomat ous
pol yposis coli (“APC’). APCis a rare condition in which
patients formintestinal polyps which progress to colon cancer if
untreated. Presently, exisulind is CPlI’'s |eading product
candi date, and CPI has done nore clinical testing of exisulind
for APC than for any other indication.

CPl obtained a “Fast Track” designation fromthe FDA
for exisulind for the treatnment of APC. Under the Fast Track
Program the FDA can expedite consideration of drugs that
evi dence the potential to address nedical needs in treating
serious or life threatening illnesses. Before a biol ogical
product can be marketed in the United States it nust undergo an
approval process by the FDA, conpletion of preclinical studies,
and a New Drug Application (“NDA’) nust be filed with the FDA
Preclinical studies are perfornmed on animals and the results are
subnmitted to the FDA as part of the NDA. Human clinical studies

may not be commenced until the NDA application has becone



effective pursuant to FDA regul ati ons.

The clinical investigation of a new biol ogical product
usual |y occurs in sequential phases pursuant to a witten
protocol, which is submtted to the FDA as part of the NDA
Phase I, the first clinical evaluation, consists of testing the
product for safety, tolerable dosage, etc., on a small nunber of
humans. Phase Il involves larger trials at different dosage
|l evel s to evaluate the safety and tol erabl e dosage | evels of the
product and to assess the effectiveness of the product in humans
affected with the disease. Phase Ill studies consist of
additional testing to establish safety and effectiveness in a
| arger group of patients at different test sites. Once Phase 11
has been conpleted, the results of the clinical trials are
submtted to the FDA in the formof a Product License Application
for approval of comrercial sales, which is followed by an NDA

CPI comrenced its Phase | studies for exisulind in
1994. I n August, 1995, CPlI began a six-nonth Phase |/I1 dose-
rangi ng safety study of the drug for APC involving 18 patients.
Plaintiffs assert that prior to the Cass Period, CPl repeatedly
stated that it expected to conclude all Phase Ill trials for APC
and file an NDA by January, 1999.

During the first two trials, Plaintiffs assert that
CPl issued statenents concerning exisulind s apparent success in

treating APC. On May 20, 1998, CPI allegedly announced that the



APC study results denonstrated exisulind s ability to prevent
precancerous polyps, and that 18 patients taking the drug for 18
nmonths followi ng the conpletion of the Phase I/I1 trial appeared
to be reacting positively.

On July 9, 1998, Plaintiffs contend that CPlI announced
that it had received “Fast Track” designation by the FDA and
stated that this designation underscored “the potential of
exisulind to address inportant unnmet needs for [APC] patients.”
Mor eover, based upon the results of the APC trials, CPl initiated
studies of exisulind as a treatnent for other types of cancers.
In March of 1998, at an Anmerican Associ ation of Cancer Research
nmeeting, a Conpany researcher allegedly stated that CPl’s | ead
conpound m ght have potential in fighting |ung cancer.

On Cctober 7, 1998, Plaintiffs contend that CPI
announced that it had filled its enrollnment in the Phase I1I
study of exisulind in the treatnent of prostate cancer. CPI
issued a press release in which it stated that it would conplete
its “pivotal” Phase Il1l study for APC in January, 1999.
Plaintiffs contend that this statenent, which was exciting news
for people, was m sl eadi ng because CPlI did not disclose a
“fundanental flaw’ in the process for selecting enrollees which
created a grave risk that the Phase Ill trial would have
unacceptabl e results and woul d be unacceptable to the FDA

Specifically, Plaintiffs claimthat it was |later |earned that the



physi ci ans who referred the patients for the study were

i nadequately infornmed about APC and therefore only a sanpling of
the nmenbers of the study were within the target group.

Plaintiffs also allege that the nmedical records of these patients
were not studied closely enough to prevent this error.

Notwi t hst andi ng these alleged flaws in the trial, in
Novenber, 1998 CPlI allegedly released a press release in which
Def endant Towarni cki comented that CPl had obtai ned “the funds
necessary to inplenent the planned conmmercialization” of
exisulind in 1999.” Defendant Towarnicki allegedly also stated
that CPI was “noving aggressively forward” with clinical
devel opnent of exisulind. He further stated that exisulind was
conpleting a pivotal Phase Il trial for the treatnent of APC
and that CPl expected to conplete the trial in January of 1999
and to file a NDAin the first half of 1999. Plaintiffs argue
that CPlI’s know edge that the enrollees in the Phase Il trial
had been selected in a flawed manner rendered the above press
release msleading, in that CPl failed to disclose the problens
with the trial.

From Novenber 7, 1998 to Novenmber 11, 1998, CPI’'s stock
prices dropped. Plaintiffs argue that in response to this drop,
CPl attenpted to bol ster nmarket confidence by issuing a press
rel ease on Novenber 18, 1998 in which it stated that it knew of

“no material devel opnents regarding CPl’s research and



devel opnent prograns which woul d account for the recent trading
patterns in CPI’s common stock.” In addition, the press rel ease
further stated that all of CPlI’'s devel opnent efforts were
proceedi ng as planned. Plaintiffs contend that it was materially
m sl eading for CPlI to deny that it knew of any problens

regardi ng CPl’s devel opnment prograns when it knew its nethod of
enrol I ment was fl awed.

On Decenber 11, 1998, CPI issued another press rel ease
in which it stated that its “experinmental [exisulind] drug shows
prom se for cancer therapy” and that it expected a U S. Patent to
be awarded soon. It further stated that CPlI planned to file with
the FDA for marketing approval by the end of March, 1999. The
price of CPI's stock allegedly increased in reaction to this
announcenent .

CPl conpleted its Phase IIl study in January of 1999,
wth 65 of the 73 patients conpleting the one year course of
treatnent. On February 1, 1999, CPlI announced in a press rel ease
that prelimnary anal ysis suggested that the study did not
receive a statistically significant clinical response with regard
to the exisulind patients as conpared to placebo patients during
the Phase IIl trial, and that it would require weeks to eval uate
the data. CPlI al so announced that there might be a delay inits
filing the NDA with the FDA for exisulind for APC. CPl’s stock

price dropped significantly in reaction to this news.



In an interview wth the Bl oonberg Forum on February 2,

1999, Defendant Towarni cki explained that the results of the
Phase Ill trial may have been due to design flaws in patient
selection, and indicated his intention to review the findings of
the trial

The parties’ interpretations of CPl’s next press
rel ease, occurring on June 15, 1999, significantly diverge. On
that date, CPlI announced that 34 of the 65 patients who
participated in the Phase Il1l trial for exisulind fell wthin the
target population for the study, i.e., those formng between ten
and forty polyps per year. Plaintiffs interpret this statenent
to nmean that the Phase Ill study was unsuccessful, as “the
inclusion of so many ineligible participants had drastically
reduced the size of the study’ s usable sanple, thereby causing
the overall results to be insufficient to satisfy FDA
requi renents.” Plaintiffs also contend that at this tine CP
i ndi cated that although it planned to go forward with its plan to
file an NDA with the FDA, the FDA would require the NDA to be
“suppl enented by information concerning the test results from
addi tional persons who actually did fall within the target
popul ation.”

CPlI contends, on the other hand, that the June 15, 1999
statenent denonstrated that the trial was in fact a success since

“the Phase Il study data reveal ed a higher degree of variability



in polyp formati on by APC patients that previously thought by
experts in the disease,” regardless of the fact that

only 34 out of 65 patients fell within the targeted patient
gr oup.

The crux of Plaintiffs’ claimis that the positive
statenents of CPlI described above were msleading in that CP
continued to publish positive information concerning the status
and devel opnent of exisulind while CPlI knew of the flaws in the
Phase Il study. Plaintiffs contend that certain of CPl’s
coments reveal that it possessed enough information to support
Plaintiffs allegations of recklessness. Plaintiffs assert that
CPl attributed the enrollnent error to a general |ack of
under st andi ng of APC, a rare disease, in the scientific
comunity, and that such know edge woul d indicate especially
pervasive risks in designing, planning and carrying out a Phase
[11 clinical trial. Plaintiffs also contend that CPlI’s public
coments provide a strong inference that CPlI at |east recklessly
di sregarded the enrol |l nent problem and the “consequent high risk
nature that the Phase Il1 trial would not produce positive
results.” Specifically, Plaintiffs point to a June 15, 1999
Reuters article in which a conpany spokesperson stated that
“because the disease is relatively rare, doctors who referred
patients had little experience with the di sease and therefore put

31 patients who, it was |later determ ned, did not neet the



criterion for inclusion in the study.”

Further, in a conference call to stock market analysts
on June 16, 1999, Defendant Towarni cki stated that the nedical
records needed to identify persons who would fall within the
patient target popul ation, those formng ten to forty polyps per
year, were not obtained and anal yzed until after the Phase Il
trial was concluded.? Plaintiffs assert that this evidences a
strong inference that CPl entered into the Phase Il study
knowi ng that they “had failed to obtain the basic nedical records
necessary for identifying the target population,” and that to
“repeatedly publish very bullish statenents trunpeting the
exciting stage of devel opnent of exisulind and the pivotal nature
of the Phase Il trial, was at |east reckless and materially
m sl eadi ng.”

1. STANDARD

A notion to dismss, pursuant to Fed. R Cv. P. 12(b)

(6), tests the legal sufficiency of the conplaint. Conley v.
G bson, 355 U. S. 41, 45-46 (1957). A court nust determ ne
whet her the party making the claimwould be entitled to relief

under any set of facts that could be established in support of

his or her claim Hi shon v. King & Spalding, 467 U S. 69, 73

2 CPlI erroneously argues that this allegation should not be
consi dered because it is not contained in the Conplaint. (Def.’s
reply Br. at 7). The allegation can be found in paragraph 62 of
t he Conpl ai nt.
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(1984) (citing Conley, 355 U. S. at 45-46); see also Wsniewski V.

Johns-Manville Corp., 759 F.2d 271, 273 (3d Cr. 1985). 1In

considering a Motion to Dismss, all allegations in the conplaint
must be accepted as true and viewed in the |ight nost favorable

to the non-nmoving party. Rocks v. Gty of Phila., 868 F.2d 644,

645 (3d Cr. 1989)(citations omtted). However, the review ng
court nust consider and accept as true only those facts all eged

in the conplaint.” In re Aetna Inc., Sec. Litig., 34 F.Supp.2d

935, 941 (E. D.Pa. 1999) (citations omtted). Moreover,
inportantly, we are mndful that at this stage in the

proceedi ngs, the court should not |ook to whether plaintiffs wll
“ultimately prevail”; it should only consider whether they should
be allowed to offer evidence in support of their clains. In re

lkon Office Solutions, Inc., Sec. Litig., 66 F.Supp.2d 622, 626

(E.D.Pa. 1999) (quoting In re Burlington Coat Factory Sec.

Litig., 114 F.3d 1410, 1420 (3d Gr. 1997)).
[11. DI SCUSSI ON

In order to establish a claimunder Section 10(b) of
the Securities Exchange Act and Rule 10b-5 pronul gated

t hereunder,® a plaintiff nust prove that the defendant: (1) made

3 Section 10(b) of the Securities exchange Act prohibits
using “in connection with the purchase or sale of any security .
.any mani pul ative or deceptive device or contrivance in
contravention of such rules and regul ations as the Conmm ssi on nmay
prescri be as necessary or appropriate in the public interest or
for the protection of investors.” 15 U S.C. 8§ 78j(b).
Rul e 10b-5 nakes it unlawful for any person to:

11



m sstatenments or om ssions of (2) a material (3) fact; (4) that
t he defendant acted with know edge or reckl essness and (5) that
the plaintiff reasonably relied on the m srepresentation or

om ssion and (6) consequently suffered damage. 1n re Advanta

Corp. Sec. Litig., 180 F.3d 525, 537 (3d Gr. 1999)(citing In re

West i nghouse Sec. Litig., 90 F.3d 696, 710 (3d GCr. 1996)).

Section 78u-4(b) of the Private Securities Litigation
Reform Act (the “Reform Act”) requires a plaintiff alleging a
Rule 10 b-5 violation to specify each m sl eadi ng statenent, the
reasons why each statenent was m sl eadi ng, and, when the
all egations are based upon information and belief, all facts on

which the belief is fornmed.* |In re Equined, Inc. Sec. Litig.,

(b) . . . make any untrue statenent of a material fact
or to omt to state a material fact necessary in order
to make the statenents nade, in the light of the

ci rcunst ances under which they were nade, not

m sl eadi ng.

17 C.F. R § 240. 10b-5.

* The Reform Act states:
(1) Msleading statenents and om ssi ons
In any private action arising under this chapter in
which the plaintiff alleges that the defendant -
(A) made an untrue statement of material fact; or
(B) omtted to state a material fact necessary in order
to make the statenents made, in the |ight of the
ci rcunstances in which they were made, not m sl eadi ng;
t he conpl aint shall specify each statenent all eged
to have been m sl eading, the reason or reasons why the
statenment is msleading, and, if an allegation is nade
on informati on and belief, the conplaint shall state
with particularity all facts on which that belief is
f or med.

12



No. 98-CV-5374, 2000 W. 562909, at *3 (E. D.Pa. May 9, 2000)
(citing 15 U.S.C. §8 78u-4(b)(1)). This standard can be satisfied
by identifying with particularity the sources of the facts upon

which the plaintiffs’ beliefs are based. |In re Aetna, 34

F. Supp. 2d at 942, 943 (citing In re Silicon Graphics, Inc. Sec.

Litig., 970 F. Supp. 746 (N.D.Cal. 1997)).
The Reform Act also requires plaintiffs, for each

all eged act or omssion, to allege “wth particularity” facts

that give rise to a strong inference that the defendant acted

wth the required state of mnd. 1n re Equined, 2999 W. 562909,

at *2 (citing 15 U.S.C. 8§ 78u-4(b)(2)). In order to establish
the scienter requirenent, a plaintiff nust allege “facts
establishing a notive and an opportunity to conmt fraud,” or to
set forth “facts that constitute circunstantial evidence of

ei ther reckless or conscious behavior.” 1d. (quoting In re
Advanta, 180 F.3d at 534). The facts nust be stated with

particularity and give rise to a “strong inference” of the

(2) Required state of m nd:

In any private action arising under this chapter in
which the plaintiff may recover noney damages only on
proof that the defendant acted with a particular state
of mnd, the conplaint shall, with respect to each act
or omission alleged to violate this chapter, state with
particularity facts giving rise to a strong inference
that the defendant acted with the required state of

m nd.

15 U.S.C. 8§ 78u-4(Db).

13



required scienter. 1d.°

Finally, conplaints alleging securities fraud nust al so
conply with the hei ghtened pl eadi ng requirenent of Federal Rule
of Gvil Procedure 9(b), which provides that in all avernents of
fraud, the circunstances constituting fraud shall be stated with

particularity. In re Advanta, 180 F.3d at 534 (citations

omtted). To satisfy this burden, the plaintiff nust plead “the
who, what, when, where and how, the first paragraph of any
newspaper story.” Id. (citations omtted). In other words, the
plaintiff nust “specify the statenents contended to be

fraudul ent, identify the speaker, state when and where the
statenents were nade, and explain why the statenents were

fraudulent.” Tock v. lnput/Qutput, Inc. (quoting Wllians v. WX

Techs., Inc., 112 F. 3d 175, 177 (5th Cr.), cert. denied, 118

S.C. 412 (1997)). “Plaintiffs need not, however, plead the
‘date, place or tinme’ of the fraud, so long as they use an
‘“alternative neans of injecting precision and sone neasure of

substantiation into their allegations of fraud.”” 1n re Cendant

Corp. Litig., 60 F.Supp.2d 354, 368 (D.N. J. 1999) (citing Rolo v.

Gty Investing Co. Liquidating Trust, 155 F.3d 644, 658 (3d Cr.

> However, while the Reform Act does require that these
facts be pled with particularity, this |anguage sinply reflects
the existing requirenents for pleading fraud under Federal Rule
of Civil Procedure 9. In re lkon Ofice Solutions, Inc. Sec.
Litig., 66 F.Supp.2d 622, 627 (E. D . Pa. 1999)(citing In re Advanta
Corp. Sec. Litig., 180 F.3d 525, 534 (3d Cr. 1999)).

14



1998); Seville Indus. Mach. v. Southnost Mach., 742 F.2d 786, 791

(3d CGr. 1984)). Mreover, “the Third Grcuit has cautioned that
courts should *apply the rule with sone flexibility and should
not require plaintiffs to plead issues that may have been
conceal ed by the defendants.”” |[d., (citing Rolo, 155 F.3d at

658; Christidis v. First Pennsylvania Mrtg. Trust, 717 F.2d 96,

99 (3d Gir. 1983)).

In the instant case, CPl alleges that this Court erred
inrefusing to dismss Plaintiffs’ Conplaint essentially because:
(1) the Conplaint does not allege that any of the chall enged
statenents is false or msleading; (2) CPI’s statenents are
protected by the safe harbor of the Reform Act or the “bespeaks
caution” doctrine; and (3)the Conplaint fails to adequately plead
that CPI acted with the requisite scienter
A.  The scienter requirenent of 15 U S.C. 8§ 78u-4(b)(2).

CPl argues that Plaintiffs have failed to establish the
requi site scienter under the ReformAct. |In order to establish
scienter, a plaintiff nmay either show that the defendant had a
nmotive and opportunity to conmt fraud, or provide facts which
constitute circunstantial evidence of either reckless or

consci ous behavi or. In re Advanta, 180 F.3d at 534. The facts

nmust be pled with particularity and give rise to a “strong
i nference” of scienter. |d.

In the instant case, this Court agrees with CPl’s

15



assertion that the Conpl aint does not establish notive and
opportunity.® However, taking all allegations in Plaintiffs’
Conplaint as true, as we nust at this stage, and m ndful that the
l'i kelihood that Plaintiff will prevail is not proper
consideration at this stage in the proceedings, we find that
Plaintiffs have in fact established that CPlI acted recklessly in
this case. Recklessness remains a sufficient basis for liability

under the Reform Act as it is “not only consistent with the

Ref orm Act’ s expressly procedural |anguage, but also pronotes the
policy objectives of discouraging deliberate ignorance and
preventing defendants fromescaping liability solely because of

the difficulty of proving conscious intent to commt fraud.” |In

re Advanta, 180 F.3d at 535 (citing In re Burlington Coat Factory

114 F. 3d at 1418). A reckless statenent is “one involving not
merely sinple, inexcusable negligence, but an extrene departure
fromthe standards of ordinary care, and which presents a danger
of m sl eading buyers or sellers that is either known to the
defendant or is so obvious that the actor nust have been aware of
it.” 1d. (citations omtted). Scienter may be all eged by

“stating with particularity facts giving rise to a strong

6 Plaintiffs have not alleged that any of the Defendants
sold CPI stock at a profit. Moreover, such an allegation, even
by itself, would not be enough to establish notive. See In re
Equi ned, 2000 WL 562909, at *5 (holding that no showi ng of notive
est abl i shed where no defendant was all eged to have sold stock to
profit from m srepresentations and noting that such an
all egation, even if made, would be insufficient to infer
fraudul ent intent under In re Advanta).

16



i nference of consci ous wongdoi ng, such as intentional fraud or
other deliberate illegal behavior.” 1d. “Factual allegations of
the allegedly fraudul ent acts may establish recklessness.” 1n re

| kon, 66 F.Supp.2d at 629 (citing Ades v. Deloitte & Touche, 799

F. Supp. 1493, 1500 (S.D.N.Y. 1992)).

In support of their claimthat CPlI acted recklessly,
Plaintiffs assert that CPlI failed to adequately identify nenbers
of the target population for the Phase IIIl trial, rendering the
trial inconplete and its data insufficient. (Pl.’s Br. at 31.)
Plaintiffs have alleged that CPlI stated that they accepted
referrals fromphysicians with little experience with ADT and who
were therefore incapable of identifying the appropriate nenbers
of the target population. 1d. Plaintiffs further claimthat CPI
asserted that they did not obtain the nedical records necessary
to provide crucial information for identifying patients who woul d
fall within the target group until after the Phase IIIl trial
initially failed. [d. Moreover, Plaintiffs assert that CPI
stated that APC is such a rare disease that it was extrenely
difficult to fornmulate a programfor identifying the target
popul ation that had any reliability. 1d. Plaintiffs assert that
all of CPI's top managenent were aware of these issues when the
Phase 111 study was planned and inplenented. |d. Plaintiffs
poi nt out that the fact that the study involved so few patients

shoul d have alerted CPl to the need to “force maximumeffort to

17



verify that the patients enrolled actually bel onged in the study;
i ndeed, the relatively small nunber shoul d have made the review
burden easier.” |d.

Based upon the above, Plaintiffs contend that w thout
any basis for confidence in the study, CPl could not truthfully
claimthat enrollnent for the Phase IIl trial had been conpl eted,
that the Phase Il trial was on schedule, or that it could
produce data that could lead to an NDA filing or FDA approval.
1d. However, Plaintiffs allege that CPI did i ndeed nake
statenents that the Phase II1l trial was proceeding as planned and
that they expected to file an NDA in the first half on 1999,

W thout revealing that the trial was flawed due to a reckl ess
failure to select appropriate patients. [d. Plaintiffs further
assert that in their haste to begin marketing a product after
years of delay, CPl recklessly failed to conply with the nost
basic principles of clinical testing in the hope that

sati sfactory results woul d be obtained anyway. 1d. at 31-32.
Plaintiffs have asserted the speakers of the statenents, when and
to whomthey were made, and that the speakers had know edge of
the potential flaws in the enroll nment process. Plaintiffs also
identify the sources fromwhich they discovered the statenents.
We find that the above allegations sufficiently plead, with
particularity, a strong inference of reckl essness.

Wth respect to the individual Defendants, CPI

18



chal l enges Plaintiffs’ assertions of scienter as “boil erplate”
all egations. A pleading of scienter may not be based nerely upon
a bare inference that a defendant “nust have had” know edge of

the facts. |In re Advanta, 180 F.3d at 539 (citations omtted).

Such an inference includes allegations that a securities fraud
def endant nust have known a statenent was fal se or m sl eadi ng

sinply by virtue of his position within the conpany. 1d.; Inre

Equi nred, 2000 W 562909, at *5. Generalized inputations wll not
suffice, regardless of the defendant’s position within the

conpany. |In re Advanta, 180 F.3d at 539.

However, where the alleged fraud relates to the core
busi ness of the conpany, know edge of the fraud nmay be inputed to

the individual defendants. 1n re Aetna, 34 F. Supp.2d at 953

(di stinguishing In re Advanta and hol di ng that because i ndi vi dual

def endants were in high managenent positions during period in
whi ch fraud was all eged to have occurred, there existed “strong
circunstantial evidence” that the defendants had know edge of
undi scl osed facts concerning the fraud).

Moreover, in the instant case, while Plaintiffs do make
reference to the Defendants’ positions within the conpany, the
scienter allegations do not rest on their nmere status within the
conpany. Rather, Plaintiffs allegations of the individual
Def endants’ know edge is substantially nore extensive. For

exanple, Plaintiffs claimthat in their respective capacities as

19



Chi ef Executive Oficer and Chief Scientific Oficer, Defendants
Towar ni cki and Panmucku had “access to the adverse undi scl osed

i nformati on about CPl’'s business, operations, operational trends,
finances, markets and present and future busi ness prospects via
access to internal corporate docunents (including the Conpany’s
operating plans, budgets and forecasts and reports of actual
operati ons conpared thereto), conversations and connections wth
ot her corporate officers and enpl oyees, attendance at managenent
and Board of Directors neetings and conmttees thereof and via
reports and other information provided to themin connection
therewith.” (Conpl.at § 13(b)). Plaintiffs also state that the
Defendants “directly participated in the managenent of the
Conpany, [were] involved in the day-to-day operations of the
Conpany at the highest levels and [were] privy to confidenti al
proprietary information concerning the Conpany and its business,
operations, growh, finances, and financial condition, as alleged
herein.” Id. at 14. Plaintiffs’ Conplaint also alleges that the
Def endants were “involved in the drafting, producing, review ng
and/ or dissem nating the false and m sl eadi ng statenents and
information alleged herein, were aware (or recklessly

di sregarded) that the fal se and m sl eadi ng statenents were being
used regardi ng the Conpany and approved or ratified these
statenents.” |d. Plaintiffs also allege that the Defendants

“participated in drafting, preparation, and/or approval of the

20



vari ous public and sharehol der and investor reports and ot her
communi cati ons conpl ai ned of herein and were aware or reckl essly
di sregarded the m sstatenents contained therein and om ssions
therefrom and were aware of their materially false and

m sl eading nature.” 1d. at 16. Plaintiffs also claimthat the
def endants had access to adverse undi scl osed information which
rendered the positive representations nmade by or about CPI and
its business issued by the conpany materially fal se and

m sleading. [d. Plaintiffs claimthat the defendants controll ed
the contents of the Security Exchange Comm ssion filings, press
rel eases and other public statenents issued by CPI during the
class period. 1d. at 17. Plaintiffs claimthat each Defendant
was provided with copies of the docunents alleged in the
Conplaint prior to or shortly after their issuance and/or had the
ability and/or opportunity to prevent their issuance or cause
themto be corrected.” 1d. Plaintiffs also state that

def endants were involved in creating, review ng, and approving
the protocol establishing how the Phase Il trials would be
constructed, the criteria for selecting the persons to be
enroll ed and the physicians selected to refer patients, and that
as a result the study did not require that physicians have
adequat e expertise regarding APC. 1d. at 67. Moreover

i mportantly, Defendant Towarnicki is charged with having

knowl edge of the flaws in the Phase IIl trial, as evidenced by
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his comments in Novenber of 1998 and in the February 2, 1999

interviewwith the Bl oonberg Forum ld. at 59. As such,

Plaintiffs have done nore than nerely state that the Defendants
must have had know edge of the m srepresentations sinply because
they were high level officers. W find that these additional

all egations are sufficient to overcone the prohibition against

al l egati ons of know edge of defendants sinply because of their
positions in the conpany.

Finally, CPlI argues that Plaintiffs cannot establish
that CPI acted with deliberate reckl essness, since Plaintiffs
cannot show that CPl’s belief regarding the |likely success of the
trial was unreasonable. (Def.’s Br. at 33). CPlI argues that
“[al]s long as Defendants did in fact have an honest belief, ‘they

are not |iable. ld. (quoting MlLean v. Al exander, 599 F.2d

1190, 1198 (3d Cir. 1979)). CPl relies on the In re Advanta

court’s conclusion that clains which at best allege
m smanagenent, as opposed to willful ignorance, are not

cogni zabl e under the federal securities laws. |n re Advanta, 180

F.3d at 537. However, taking all allegations in the Conpl aint as
true, we find that Plaintiffs have adequately alleged that CPI
acted with deliberate recklessness in pushing forward with a
clinical trial which they knew was flawed. According to
Plaintiffs’ allegations, if CPl was aware of the insufficiency of

the trial, they could not have had an “honest belief” that the
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trial would |ikely be successful. At this stage in the

proceedi ngs, once again, it would have been inappropriate for
this Court to dism ss the Conplaint based nerely on CPl’s
vehenent insistence on their version of contested issues in this
case.

Moreover, the In re Aetna court was recently faced with

the question of whether securities fraud plaintiffs’ clainms were

i nacti onabl e as due to m smanagenent. |In re Aetna, 34 F. Supp.2d

at 950. That case arose out of alleged flaws in the integration
of operations of the defendant and another conpany in connection
wth a corporate nerger. 1d. at 940. The court held that “ a
conplaint is not subject to dismssal if plaintiffs plead
‘specific facts permtting the inference that defendants were

intentionally concealing [m smanagenent].’” 1d. (quoting In re

West i nghouse, 90 F.3d at 711.)) The court further held that if

the Conplaint alleges that “a defendant was aware that
m smanagenent had occurred and nade a material public statenent
of corporate affairs inconsistent wwth the exi stence of the

m smanagenent,” the conplaint states actionabl e m snmanagenent.

In re Aetna, 34 F.Supp.2d at 950 (citing Hayes v. Gross, 982 F.2d

104, 106 (3d Gr. 1992)). Accordingly, the court held that the
plaintiffs adequately pled that the defendants made
m srepresentati ons and om ssions regardi ng the success of the

integration process. 1d. at 950. The court noted that while the
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flaws in the integration process may be due to m smanagenent, the
crux of the plaintiffs’ claimwas that the defendants nade
material m srepresentations and failed to disclose the facts
relating to the flaws in the process. 1d. Accordingly, the
court rejected the defendants’ argunent that the plaintiff’s
all egations were nerely exanples of m smanagenent. |d.
Simlarly, in the instant case, Plaintiffs’ have
sufficiently pled that CPl nmade material m srepresentations wth
respect to the Phase IIl trial, and as such the clains are
actionabl e regardl ess of whether the flaws in the Phase |1l trial

were due to m smanagenent. See also In re Craftmatic Sec.

Litig., 890 F.2d 628, 639 (3d Cir. 1989) (“Although allegations
of failure to disclose msmnagenent alone do not state a claim
under the federal securities law, a claimthat the defendants
failed to disclose material facts nmay be actionable.”)
B. Msleading statenents under 15 U. S.C. 8§ 74u-4(b)(1).

CPl argues that Plaintiffs have failed to plead that

any of the challenged statenents is false or msleading.” In

7 CPlI first argues that approximtely five of the
chal | enged statenments are not actionable as they are either
unrelated to exisulind or are statenments of historic fact. CPI
incorrectly states that because Plaintiffs did not respond to
this argunment, Plaintiffs have conceded that no liability may be
prem sed on these statenents and that this Court should not
consider them (Def.’s Reply Br. at 5, n.3). Plaintiffs’
argunent with regard to this issue can be found on pages 28-29 of
their Brief.

CPl argues, citing In re Advanta, that “report[s of]
previ ous successes” “do not create liability under section
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support of this contention, CPl argues that the follow ng three
chal | enged statenents are not actionabl e because the conpl ai nt
fails to adequately plead their falsity: (1) that “exisulind can
sel ectively induce apoptosis in precancerous cells wthout
affecting normal cells”; (2) that CPI “was nobving aggressively
forward with clinical developnent of . . . exisulind” and (3)

t hat devel opnment efforts were “proceedi ng as planned,” were not
“materially different fromthose previously reported’” and as
such, were not known to have “accounted for recent trading
patterns.”® CPl argues that Plaintiffs have failed to “plead any
facts, much less the particularized facts required by the Reform
Act, denonstrating that any of the statenents was fal se when

made.” (Def.’s Br. at 13.) Moreover, CPl argues that although

10(b).” In re Advanta Sec. Litig., 180 F.3d 525, 538 (3d Gr.
1999). However, as will be discussed nore fully |ater, although
sone of the statenents may contain reports of facts which
ultimately canme true, the statenents are being challenged for
havi ng been nmade despite CPlI’s knowl edge of the flaws in the
Phase Il trial. As such, they do not escape liability as nerely
statenents of historic fact. Further, sone statenents, while
literally true, can beconme m sleading to investors, due to their
context and manner of their presentation. MMhon v. Werehouse
Entertainnment, Inc., 900 F.2d 576, 579 (2d Cr. 1990).

Therefore, the disclosure required by the securities |laws i s not
measured by literal truth, but instead by the ability of the
material to accurately informrather than m sl ead prospective
buyers. 1d. The issue is therefore whether the statenents taken
as a whole and in context would have m sled a reasonabl e
investor. 1d.

8 CPlI clains that the rest of the statenents are al so
protected fromliability either under the safe harbor doctrine or
under the bespeaks caution doctrine, which will be discussed
| ater.
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the Conplaint is pled on information and belief, Plaintiffs fail
to set forth factual bases for their beliefs.?®

At the outset, we note that CPlI inaccurately, although
not surprisingly, begins this line of argunment with the prem se
that “Plaintiffs do not assert that the Phase IIl trial was not a
success” and that “the absence of this key allegation in and of

itself is telling.” (Def.’s Br. at 14, 17.) CPl relies heavily

® In the instant case, Plaintiffs’ allegations regarding
CPl's alleged mi sleading statenents are actually based upon
i nvestigation of counsel, rather than information and belief.
Wil e the Reform Act makes clear that allegations based upon
informati on and belief nust be supported by “all facts upon which

that belief is fornmed,” it does not specify whether this
“hei ght ened pl eadi ng standard” applies to allegations which are
based upon investigation of counsel. Mreover, contrary to CPl’s

bal d assertion that there is “overwhel m ng authority” standing
for the proposition that allegations based upon investigation of
counsel are equivalent to allegations based upon information and
belief and therefore require hei ghtened pleading, (Def.’s Mem
Further Supp. Mdt. Recons. or in Alternative Application O der
Certifying I medi ate Appeal at p. 3), the Third Grcuit has not
yet ruled on this issue. Furthernore, courts within this
district and without are split as to this question. See In re
Equinmed, Inc. Sec. Litig., No. 98-CV-5374, 2000 W. 562909, at *4
(E.D.Pa. May 9, 2000)(recognizing jurisdictional split and
stating that “there is no binding authority on whether plaintiffs
must state with particularity all facts on which their belief is
formed when the allegations are based on ‘investigation of
counsel ,”” but holding that the hei ghtened standard applies to
such al | egati ons).

However, the determ nation of the appropriate standard
for allegations based on investigation of counsel is not
necessary to this Court’s denial of the Conplaint, as we find
that Plaintiffs have satisfied the standard i nposed upon
al | egati ons based upon information and belief. Moreover, in the
event that the Third Crcuit decides that allegations based upon
i nvestigation of counsel are not subject to the hei ghtened
pl eadi ng standard under the Reform Act, then based upon our
reasoni ng as descri bed above, Plaintiffs allegations are clearly
sufficient.
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upon this alleged concession for its argunment that none of its
statenents coul d have been fal se and m sl eadi ng, or that they
wer e based upon honest belief.?0 However, as di scussed above,
Plaintiffs do indeed repeatedly insist in their brief that the
trial was unsuccessful since only 34 of 65 patients fell within
the target group. Moreover, Plaintiffs repeatedly question the
success of the Phase IIl trial in light of their information that
CPI has been required by the FDA to supplenent its findings as a
result of that trial. (Conpl. at § 60; Pl.’s Br. at 2, 13, 29 at
n.10). CPlI has not responded to these points, and as such, the
question of the success of the Phase Ill trial has yet to be
answered and nmay not be relied upon by CPI as dispositive of any
issue in this case.

CPl further argues that Plaintiffs’ assertions that the
Phase Ill trial was flawed, that CPlI |acked the organizationa

saf eguards to ensure proper collection and review of the data

10 1 ndeed, CPl's Brief in support of its Motion to Disniss
assunes that the success of the Phase IIl trial is undeniable
fromthe very outset. The first paragraph of the brief states
“[t]he theory of this case is that Defendants should be held
i abl e under the federal securities |aws for being |ucky. CPI
conducted a successful clinical trial for its new drug,
exisulind.” (Def.’s Br. at 1.) However, CPlI has provided no
evi dence to support its conclusion that the trial was successful,
other than its own repeated insistence that it was.

1 As such, we find the sections in CPl's brief entitled
“Def endant s’ Forward-Looking Statenents Are Immune From Liability
Because They Turned Qut To Be True” and “The Trial’'s Success
Negat es Any |Inference That Defendants Knew It Wuld Fail” to be
i napposite, at least at this tinme, and will devote no further
di scussion to those sections.
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obtained fromthe trial and that the physicians enrolling
patients in the study were unqualified to do so all fall short of
the kind of particularized pleading of the “who, what, when,
where, and how particul arized pleading required by the Reform

Act and Rule 9 under In re Advanta. CPlI alleges that Plaintiffs

fail to identify the flaws in the trial, who knew of themor “how
they rendered statenents about the status of CPI’s NDA filing
fal se or m sl eading when nade.” (Def’s Br. at 14).

However, we find that Plaintiffs did adequately address
these questions. Plaintiffs have alleged the nature of the
statenents at issue; they assert that CPl nmade various positive
statenents regarding the progress of the Phase |1l trial.
Plaintiffs have provided the sources for their beliefs that the
trial was flawed - they refer to a statenent nade by a conpany
spokesperson followng the trial in which the spokesperson
i ndicated that “the unqualified patients could have been
identified prior to their inclusion in the study, but that the
physicians referring them having ‘little experience’ with APC,
failed to do so, and thus the physicians should be blanmed for the
study’s faulty design and construction.” (Conpl. at § 61.)
Plaintiffs further refer to a statenent made by Def endant
Towarnicki in an interview in which he referred to design flaws
in the trial which could have accounted for the apparent |ack of

statistical significance of the results of the Phase IIll trial.
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Id. at 1 59. Plaintiffs also allege that Defendant Towarni ck
indicated that the failure to apply a sufficient “degree of
scrutiny” to the Phase IIll patients’ nedical records resulted in
the inclusion of ineligible patients which Plaintiffs all ege
“crippled” the trial. [d. at § 62. Further, Plaintiffs have

al | eged why the positive statenents nmade regarding the trial were
m sl eadi ng - given the Defendants’ know edge of the all eged
flawed nature of the trial, the positive statenents, nade

cont enporaneously with that know edge, were fal se and/ or

m sl eading. As CPlI admts, even the heightened pl eadi ng standard
for allegations upon information and belief “can be satisfied by
identifying the sources upon which such beliefs are based.” |In
re Aetna, 34 F.Supp.2d at 942. As such, Plaintiffs have provi ded
sufficient information regarding what statenents are alleged to
be fal se, who made them and where, and why they were fal se.

However, relying on In re Silicon Gaphics, Inc. Sec.

Litig., 970 F. Supp. 746 (N.D.Cal. 1997), CPl seeks to require
Plaintiffs, because the pleadings are upon information and
belief, to provide “the nanmes of confidential informants,

enpl oyees, conpetitors, Governnent enpl oyees, nenbers of the
medi a, and ot hers who have provided information | eading to the

filing of the case.” In re Silicon Graphics, 970 F. Supp. at 763-

764. However, regardless of the fact that Inre Silicon G aphics

is not binding on this court, we note that many of the sources of
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informati on nentioned by the court in Inre Silicon Gaphics are

i napplicable to this case, e.g., confidential informants and
gover nnment enpl oyees. Moreover, Plaintiffs in this case have

identified the applicable sources under In re Silicon Graphics -

they have identified the nedia nenbers to whom statenents were
made by CPlI enpl oyees as well as the dates of the press rel eases.
Nonet hel ess, CPlI disregards the bases provided for
Plaintiffs beliefs, repeatedly insisting that Plaintiffs have
provi ded no bases at all for their beliefs. (Def.’s Br. at 17.)
CPl also insists that even if Plaintiffs provided sone bases for
their beliefs, the ReformAct’s requirenment of “all facts” has

not been nmet in this case. Apparently, CPl reads In re Advanta

as requiring that a plaintiff plead “all conceivable facts” which
woul d support their beliefs, without the benefit of discovery.

However, we do not believe that In re Advanta inposes quite so

strict arequirenent. Indeed, it is difficult to inmagi ne how any
conpl aint could survive so narrow a readi ng of that hol ding.

Rather, the I n re Advanta court cautioned that under the Reform

Act a plaintiff nust plead all facts upon which his or her belief
is based. W find that Plaintiffs have done so, and that the
conplaint is sufficient to neet the standards inposed by In re

Advanta. See Equi nmed, 2000 W. 562909, at *3 (hol ding Reform Act

satisfied where conpl aint described how t he defendant’s earnings

were msstated in “nunerous filings and other statements issued
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by the conpany”); In re Cendant Corp., 60 F. Supp.2d at 371-374

(hol ding that allegations that accounting firmfailed to verify
managenent statenents, failed to investigate internal controls
and acqui esced to incorrect revenue recognition alleged
sufficient recklessness to survive notion to dism ss).

C. Applicability of the Bespeaks Caution Doctrine and the Reform
Act’ s Safe Harbor.

Wth regard to the remaining chall enged statenents, CPI
clains that they are shielded fromliability under the bespeaks
caution doctrine due to CPI's “exhaustive risk disclosures.”
(Def.’s Br. at 22.) The bespeaks caution doctrine “serves to

neutralize forward-|ooking statenents concerning forecasts and

projections.” In re Aetna, 34 F. Supp.2d at 946.

When an offering docunent’s forecasts, opinions or

proj ections are acconpani ed by neani ngful cautionary
statenents, the forward-|ooking statenents wi |l not
formthe basis for a securities fraud claim. . . . In
ot her words, cautionary |anguage, if sufficient,
renders the all eged om ssions or nisrepresentations
immaterial as a matter of |aw

Id. (quoting In re Westinghouse, 90 F.3d at 707; In re Donald

Trunp Casino Sec. Litig., 7 F.3d 357, 371-72 (3d Gr. 1993)).

However, the bespeaks caution doctrine is only
avai |l abl e for forward-| ooking statenents, and cannot be invoked

for msleading statenments of existing fact. |In re Aetna, 34

F. Supp.2d at 946; In re Mbilenedia Sec. Litig., 28 F. Supp. 2d

901, 928 (D.N.J. 1998); In re Donald Trunp, 7 F.3d at 371; Shaw
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v. Digital Equip. Corp., 82 F.3d 1194, 1213 (1st Cr. 1996); Voit

v. Wnderware Corp., 977 F. Supp. 363, 371-72 (E. D. Pa. 1997)%%

J/H Real Estate, Inc. v. Abranson, 901 F. Supp. 952, 956 (E.D. Pa.

1995)). As Plaintiffs have alleged that CPl nade materi al
om ssions of existing facts, i.e., flaws in the Phase IIl trial
for exisulind, and that these om ssions were m sl eading at the
time they were made, the bespeaks caution doctrine is
i napplicable.?®

Moreover, to the extent that the challenged statenents
wer e acconpani ed by cautionary | anguage, such warni ngs, taking

Plaintiffs’ allegations as true, were insufficient in |ight of

2. The decision in ln re Voit v. Wonderware Corp., 977 F
Supp. 363 (E.D. Pa. 1997) was abrogated in part by In re Advanta,
Wth respect to only the requirenents for pleading scienter. The
In re Advanta court did not address the bespeaks caution
doctri ne.

Moreover, CPl incorrectly argues that Voit is
i napposite because the court in that case “nerely held that the
bespeaks caution and safe harbor were inapplicabl e because
plaintiff did not chall enge any forward-|ooking m sstatenents or
omssions.” (Def.’s Br. at 23). However, the reason that the
Voit court found that the challenged statenents were not forward-
| ooki ng was because they related to om ssions of present facts.
Voit, 977 F. Supp. at 371-72.

13 Relying on a case outside this jurisdiction, CPl’s
primary argunent against the application of In re Mbilenedia
holding is that the court’s holding was sinply wong, and was in
viol ation of Congress’ intent in passing the ReformAct. W
di sagree. \Wile CPl essentially asserts that the safe harbor
doctrine was enacted due to the difficulty conpanies face in
predicting future risks, Plaintiffs’ theory is not related to
di scl osure of future risks, but rather the material om ssions of
exi sting facts which rendered CPlI’'s statenents m sl eading. W do
not agree that the Reform Act was intended to permt conpanies to
conpletely avoid liability for om ssions of existing materi al
facts sinply by mani pul ating verb tense.
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CPlI"s know edge at the tine the statenents were nmade that the
ri sks had already materialized. “Warnings of possible adverse
events are insufficient to make om ssions of present know edge of

certain future events legally inmmterial.” In re Mbilenedia, 28

F. Supp. 2d at 930 (holding that warnings of a nere contingency
when the contingency had already occurred were insufficient to
warrant the application of either the safe harbor or the bespeaks

caution doctrine); In re Wstinghouse't, 90 F.3d at 709

(“[ D] efendants’ cautionary statenents about the future did not
render those m srepresentations of [known | osses and known ri sks]

immaterial”); Rubinstein v. Collins, 20 F.3d 160, 171 (5th Gr.

1994) (“to caution that it is only possible for the unfavorable
events to happen when they have already occurred is deceit”).

CPl al so argues that the chall enged statenents are
shielded fromliability under the safe harbor doctrine of the
Ref orm Act. The safe harbor provision of the Reform Act protects
defendants fromRule 10 b-5 liability for certain statenents

which are forward-looking. 1n re Advanta, 180 F.3d at 535. A

statenent is shielded as forward-|1ooking as long as the plaintiff

proves it was made with “actual know edge . . .that the statenent

4 CPl argues that In re Westinghouse is inapplicable to
the instant case because it pre-dated the Reform Act. However,
In re Advanta, the | eading post-Reform Act Third G rcuit case,
did not address the issue of whether the failure to disclose
mat erial existing facts renders a statenment m sleading. As such,
In re Westinghouse continues to represent the Third Circuit’s
current comment on this issue.
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was fal se or m sleading.”

Def endants argue that each of the chall enged statenents
regarding CPl’s plans and expectations for the NDA filing for
exisulind is forward-|ooking because the statenents relate to
CPl's future plans and use “language of futurity.” However,

“al | egati ons based upon om ssions of existing facts or
ci rcunstances do not constitute forward | ooki ng statenents

protected by the safe harbor of the Securities Act.” Inre

Mobi | enedi a, 28 F. Supp.2d at 930 (hol ding that conpany’s
statenent alleged to be m sl eading on the basis of om ssions of
facts known to conpany at the tine the statenent was nade was not

prot ected under safe harbor)(citing Inre Valujet, Inc. Sec.

Litig., 984 F. Supp. 1472, 1479 (N.D. Ga. 1997); Voit, 977 F

Supp. at 371)'. See also In re Cendant Corp., 60 F. Supp.2d at

376 (holding that because plaintiffs alleged that defendant knew
statenent was false at the tine it was nade, statenent did not
fall within safe harbor).
D. Section 20(A) Cdaim

Section 20(A) inposes joint and several liability upon
any person who controls a person |iable under any provision of

the Exchange Act. In re Aetna, 34 F. Supp.2d at 957. Plaintiffs

have al | eged that Defendants Towarni cki and Pamucku acted as

1 Since we find the safe harbor to be inapplicable, we do
not address its “actual know edge” requirenent.
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controlling persons of CPlI under Section 20(A). As Plaintiffs
adequately pled that the individual Defendants exercised actual
control over CPlI during the Class Period, we denied CPl's Mtion
Wth respect to the section 20(A) claimas well. See In re

Aet na, 34 F. Supp.2d at 957.

BY THE COURT:

Robert F. Kelly, J.
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